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This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 9OS-0308. The following 
is information on the presentation for the Docket records: 

Title of Presentation: Guidance for ANDAs: Blend Uniformity 
Analysis 

Presented for: Generic Trade Associations Meeting 

Date Presented: 2/24/00 

Presented by: Frank 0. Holcombe 

Number of Pages: 
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Issues - 

I Good Manufacturing Practices 

I Deletion of Testing 

I Sampling/Samples 

I Single vs Multiple Tier Testing I 



ISSUES - 

Product Quality Research Institute 

PQRVFDA Collaboration 

Blend Uniformity Working Group 

Highest Priority Topic 



Issues - 

CLARIFICATION - 

- Scope 

- Product Criteria 

I Multiple Blending Steps 

I Different Product Assay Criteria 


